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DETAILED ACTION 
Status of Claims 

With respect to Restriction Requirement, Applicant elected Group II, claim 2, without 
traverse filed on 6/13/08. Applicant also amended claims 4-1 1 depending on claim 2. Claims 1, 
3, 12-26 have been cancelled. Accordingly, claims 2, 4-1 1 are under examination in this 
Application. 

Claim Objections 

1 . Claim 4 is objected to because of the following informalities: it is suggested that 
Applicant recites "wherein the step of contacting is in a cell or at the surface of a cell". 

Claim Rejections - 35 USC § 112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The Specification shall conclude with one or more chums particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

2. Claims 2, 4-1 1 are rejected under 35 U.S.C. 1 12, second paragraph, as being incomplete 
for omitting essential steps, such omission amounting to a gap between the steps. See MPEP 

§ 2172.01. The omitted steps are: it is noted that the instant recited method directs to a 
screening assay for identifying potential therapeutics agents for treatment of certain diseases. 
The method suffers no control group been provided for comparison as to indicate which 
compound can be useful therapeutics. Although, the language recited "in the absence of said test 
compound" in step (i), there is no comparison with this "absence" of test compound because 
Applicant using "or" instead of "and" (emphasis added). Note, recitation of "or" is an optional 
step herein. Another drawback is that no step of increasing or decreasing of PRSC1 activity is 
linked to identification process for recognition which test compound is useful in treatment. 
Examiner suggests the term "modulate" which is disclosed by Applicant in the specification to 
mean increase or decrease activity for the claim. 
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3. Claims 2, 4-1 1 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

With respect to claim 2, step (i), it is not clear why Applicant recites "or" since there 
requires comparison of a control (i.e. absence of test compound) in the overall 
identification process (See preceding paragraph discussion of essential step). 

With respect to claim 2, step (ii), it is not clear what is the purpose of determining the 
activity of said PRSC1 polypeptide at a different concentration of said test compound. 
Why these activities of PRSC 1 at different concentration of the test compound have to do 
with the screening process? Are increased or decreased activity of the polypeptide are 
the indicators of screening process? Applicant needs to clarify. 

With respect to claim 4, "the step of contacting" lacks antecedent basis. 

With respect to claim 5, "the cells" lacks antecedent basis. 

With respect to claim 6, "the step of contacting" lacks antecedent basis. 

Claim Rejections - 35 USC §103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

6. Claims 2, 4-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Balasubramanian et al. (US 6140098) in view of Parce et al. (Science 1989, Vol. 246, page 243- 
247). 

Balasubramanian et al. teach a method of screening useful therapeutics in treating 
immunological diseases (Col. 28, line 5-9; Col. 41, line 35-37). It is considered that 
some of the diseases in the recited method, such as cancer, inflammation, or 
endocrinological diseases, are associated with immunological dysfunction. 
Balasubramanian et al. teach testing variety of drugs and identifying potential agonist or 
antagonist (i.e. increase or decrease activity of the target polypeptide) to a polypeptide 
(SEQ ID No. 4 )(which has the same 433 amino acid residues as PRSC1 SEQ ID No. 2 in 
this application) (See Balasubramanian Col. 37, line 62 to Col. 38, line 40; Note, the 
protein AGP04, FDH02 or D1B2 all contain SEQ ID No. 4; Col. 18, line 8-12; Note, 
Although Balasubramanian et al. do not explicitly disclose determining target protein 
activity by using different concentration of potential drugs, nevertheless Balasubramanian 
et al. mentioned the Parce et al. reference in the same portion regarding for drug 
screening (Col. 38, line 34-36) where Parce et al teach determining target protein activity, 
e.g. acidification rate, with different concentrations of test compound, i.e. 2-5 uM of 
CCCP (carbonylcyanide chlorophenylhydrazone) compared with control medium 
(absence of test compound CCCP), in a dose-response experiment (See page 245, left 
column, third paragraph; Figure 3A). 
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Therefore, it would have been obvious to one ordinary skill in the art at the time the 
invention was made to have motivated Balasubramanian et al. to determine the activity of 
the particular polypeptide (PRSC1) in the absence and presence (including different 
concentrations) of the test compound(s), as taught by Parce et al. to screen useful 
potential drug(s) for treating the immunological abnormality associated with the PRSC1 . 
One ordinary skill in the art would have been adopting or applying the does-response 
method taught by Parce et al. since it is disclosed in the same portion within the 
Balasubramanian et al. reference concerning drug screening. This would also have 
reasonable expectation of success since the dose-response is well-known and widely 
practiced in the field, and it merely requires routine skill in the art. 

With respect to claims 4-5, Balasubramanian ct al. also teach using in vitro prokaryotic or 
eukayotic cells as host expressing the SEQ ID No. 4 (PRSC1) polypeptide for drug 
screening (Col. 38, line 29-35). 

With respect to claim 6, as discussed before, Balasubramanian et al. teach using protein 
alone, i.e. cell-free system, for drug screening, supra. 

With respect to claim 7, Balasubramanian et al. teach labeling polypeptide for detection 
(Col. 40, line 42-46). 

With respect to claim 8, Balasubramanian et al. teach labeling test compound for 
detection (Col. 39, line 48-50). 

With respect to claim 9, Balasubramanian et al. teach using competitive immunoassay 
(displacement), such as ligand antibody displaced by the test compound for the target 
polypeptide (Col. 38, line 37-45; Col. 33, line 65 to Col. 34, line 10). 

With respect to claim 10, Balasubramanian et al. teach immobilizing polypeptide to a 
solid support (Col. 41, line 10-15). 
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7. Claim 1 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over Balasubramanian 
et al. in view of Parce et al. as applied to claim 2, and further in view of Fodor et al. (Science 
1991 Vol. 251, page 767-773). 

8. Balasubramanian et al. teach immobilizing polypeptide to a solid support for detection. 
Supra. However, none of Balasubramanian et al. or Parce et al. reference teaches alternatively 
immobilizing test compound on a solid support for detection. 

Nonetheless, Balasubramanian et al. also mentioned Fodor et al. reference (in the same 
portion Balasubramanian et al. disclosing drug screening) where Fodor et al. teach 
immobilizing test compounds to a solid substrate for mass screening, i.e. tens of 
thousands of compounds (See Fodor et al. Abstract; Figure 1 and Figure 2; also 
Balasubramanian Col. 37, line 65 to Col. 38, line 9). 

Therefore, it would have been obvious to one ordinary skill in the art at the time the 
invention was made to have provided Balasubramanian and Parce et al. alternative 
detection method such as directly immobilizing test compound(s) to a solid support, as 
taught by Fodor et al. for screening useful treatment drugs associated with PRSC1. 
This would also have reasonable expectation of success since immobilizing test 
compound on a solid as an alternative to immobilizing polypeptide to a solid support is 
well-known and widely practiced in the art, and it merely requires routine skill in the art 
for performance. 



Conclusion 



9. 



No claim is allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JACOB CHEU whose telephone number is (571)272-0814. The 
examiner can normally be reached on 9:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long Le can be reached on 571-272-0823. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Jacob Cheu/ 
Examiner, Art Unit 1641 



